United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address; COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO- 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



10/678,346 



10/03/2003 



Daniel Castro 



7590 



08/27/2004 



Cameron Kerrigan 

SQUIRE, SANDERS & DEMPSEY L.L/P. 
Suite 300 

One Maritime Plaza 

San Francisco, CA 94111-3492 



50623.344 



179! 



EXAMINER 



AZPURU, CARLOS A 



ART UNIT 



PAPER NUMBER 



1615 

DATE MAILED: 08/27/2004 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Application/Control Number: 10/678,346 Page 2 

Art Unit: 1615 

DETAILED ACTION 

Receipt is acknowledged of the information disclosure statement filed 
04/02/04. A preliminary amendment was filed on 10/03/2003. 

Claim Rejections - 35 (JSC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 

all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 22-37 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kamath et al. 

Kamath et al disclose an implantable medical device comprising; a 
substrate; a polymeric coating wherein the polymer contains a bioactive; and a 
barrier (see Abstract). The barrier is disclosed to provide controlled release of the 
bioactive, and is therefore the rate controlling portion of the device (drug has 
lower solubility in the barrier). Barrier thickness is preferably less than 5000 
Angstroms (see col. 8, lines 58-60). The barrier itself is composed of silane or 
siloxane composites (see col. 7, lines 52-55). Mixing of the barrier with an outer 
portion of the polymer of the drug containing section may be accomplished by 
mixing of gases (see col. 7. lines 60-63). The barrier may comprise polymer 
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blends, copolymers, or homopolymers. This includes formation of 
interpenetrating networks (tortuous diffusion path). Multiple layers are 
contemplated at col. 2, lines 56-67. The polymeric layer may be biodegradable 
(see col. 6, line 49). Drugs for incorporation into the device include anti- 
inflammatory agents, antineoplastics such as paclitaxel. Vincristine and 
vinblastine are also disclosed for inclusion (see col. 5, lines 56-67; col. 7, lines 1- 
27). The substrate may be a catheter, stent, graft, or any number of conventional 
medical devices. The device is disclosed as a controlled release drug delivery 
system and would inherently have at least a major portion of the biodegradable 
barrier present when all the drug is delivered. Those of ordinary skill would have 
therefore expected similar therapeutic results from the instant medical device 
given the teachings of Kamath et al. The instant medical device and method of 
making would have been obvious given the teachings of Kamath et al. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Carlos A. Azpuru whose telephone number is 
(571) 272-0588. The examiner can normally be reached on Tu-Fri, 6:30 am - 
5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Thurman K Page can be reached on (571) 272-0602. 
The fax phone number for the organization where this application or proceeding 
is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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